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Ove r· a'1 1 Comme nt: Th e audit a nd va l idatio n o f this :3t udy i ndicate 
t ha t de s p i t e m i nor ·e r r or s and om i s s i on s , t h i s 
study can be conside r ed to be scie ntif i cal ly 
acceptable . 
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A. Auclit: 

t 
r 
•' 

1. R~ol~t~.: IB T A8087 dated January 23, 1970. 

2 . Date : This study was a combination of 3 range 
finding studies, each initiat ed on'Dec . 17, 
19 and 29, 1969 respectively. The survi vi ng 
rats were observed for 14 days. 

3. Protocol: Not available in the raw data. 

4. Test 
Material: 

There is no information in the r aw data 
re ga r ding eithe r the sh ip ~e n t or receipt 
of the t est material by I BT ~vith the 
exception of a work order sheet indic ati n g 
th at the test mater i al was o~ hand on 
Dec. 4, 1 96 9. 

5. An i mal The IBT r eport indicates that rats · of Ch ar l es 
Su it ability: River Strain were used . Bu t this can't be 

ve ri fi ed from the raw data. 

6 . Raw data: Raw dat a are availabl e for ini t i al and fi nal 
body weights, dose/sex/group, react i ons 
observed and m9r tal ity/group. 

B. Validation & Evaluation: 

l. Date: 

2. Protocol: 

3 . Test 
f1a t e ria 1 : 

4 . Animal 
SuJtab ilitt : 

See audit. 

Raw data indicate that 5 rats/sex / group were 
in tubated with the test materi~l as 25% (w/v) 
aqueous s uspens ion. lhe body wei~ht of the 
rats ranged from 181- 246. g . · · ThE:! ' Volume of 
the do se adm in istered rang~d from 1 . 04 to 
4 .30 ml /rat. The surviving rats we re observed 
for 14 days . 

See audit . 

See audit . 
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5. Pe r s on ne l: 

- 2 -

Rep or t p repared by: Carmen Mas tr i 
Sec ti on Head 
Acut e Toxicity Dept. 

Report appr oved by: M.L. Kep l inger 
Mana ge r, Toxicology 

& 
Ot is E. Fa nche r 
Directo r 

Te chnic ian: Mab el 1•1 . Huc k 

6 . Exe c uti on of th e s_"U!._Q.x.: 

a. 

b. React io ns : 

c . Mortality: 

The i nd i vi du a l body we ig ht data for 
day 0 a ~d day 14 as presented in the 
final IBT rep ort are in agreement 
with the ra w data with the excepti on 
of minor errors . · 

The data as g iv en in t he final report 
are in ag ree me nt with th e r aw data 
with t he except i on of minor errors & 
om is sions ~ The re action re co rde d for 
ea ch group we re as f oll ows: 

1.4 gjkg: 

2g, 3g , & 
4.6/kg : 

Hyp era ctivi ty and ru ffed fur. 

Hyperactivity, dia r rhoea, 
muscular weakness, ruf f ed 
fur and emaciation . 

The mortali t y data as giv e n in the fi nal 
I BT r eport are i n agreement wi th th e r aw 
data with th e ex ce ptio n of minor error s . 
The r esults we r e as fo ll ow s: 

~1a l es: 1/5, 3/ 5, 4/5 & 5/ 5 a t 1.4, 2 . 0, 
3 . 0 an d 4 . 6 ,g I kg r e s p e c t i v e l y . 

Fema1es:0/ 5, 2 /5, 5/5 & 5/5 at 1.4, 2.0, 
3 .0 an d 4 .6 g/ kg respectively . 
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d . tQ.5..0. : 

Ove r all Comme nt: 

- 3 -

Acute orhl LDso for ma l e : 1.9 g/kg 
Acute oral LDso fa r fe ma l e: 2.1 g/kg 

The audit and valida ti on of this stu dy indi ca te 
tha t despite minor errors and omissions, this 
study can be conside r ed to be sc i entifically 
acceptable. 

Re viev.; of va·! idat i on pel~fol~med by Drs. John f. . . . Stone and 
James T. Stevens. 

We agree with Drs . Stone and Stevens conclus i on . 

R. t1. Sharma 
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